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statute of limitations; or in the ab-
sence of a State statute, 5 years from
the date of discharge; or, in the case of
a minor, 3 years after the patient be-
comes of age under State law, which-
ever is longest.

(f) Standard: location and facilities.
The facility maintains adequate facili-
ties, equipment, and space conven-
iently located, to provide efficient
processing of medical records (e.g., re-
viewing, filing, and prompt retrieval)
and statistical medical information
(e.g., required abstracts, reports, etc.).

(g) Standard: transfer of medical infor-
mation. The facility provides for the
interchange of medical and other infor-
mation necessary or useful in the care
and treatment of patients transferred
between treating facilities, or in deter-
mining whether such patients can be
adequately cared for otherwise than in
either of such facilities.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48952, Oct. 19, 1978; 52 FR 36934, Oct. 2, 1987]

§405.2140 Condition: Physical environ-
ment.

The physical environment in which
ESRD services are furnished affords a
functional, sanitary, safe, and com-
fortable setting for patients, staff, and
the public.

(a) Standard: building and equipment.
The physical structure in which ESRD
services are furnished is constructed,
equipped, and maintained to insure the
safety of patients, staff, and the public.

(1) Fire extinguishers are conven-
iently located on each floor of the fa-
cility and in areas of special hazard.
Fire regulations and fire management
procedures are prominently posted and
properly followed.

(2) All electrical and other equipment
used in the facility is maintained free
of defects which could be a potential
hazard to patients or personnel. There
is established a planned program of
preventive maintenance of equipment
used in dialysis and related procedures
in the facility.

(3) The areas used by patients are
maintained in good repair and kept
free of hazards such as those created by
damaged or defective parts of the
building.

(4) [Reserved]
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(5)(i) The ESRD facility must employ
the water quality requirements listed
in paragraph (a)(5)(ii) of this section
developed by the Association for the
Advancement of Medical Instrumenta-
tion (AAMI) and published in ‘“‘Hemo-
dialysis Systems,”” second edition,
which is incorporated by reference.

(if) Required water quality require-
ments are those listed in sections 3.2.1,
Water Bacteriology; 3.2.2, Maximum
Level of Chemical Contaminants; and
in Appendix B: Guideline for Moni-
toring Purity of Water Used for Hemo-
dialysis as B1 through B5.

(iii) Incorporation by reference of the
AAMI’s ‘‘Hemodialysis Systems,”” sec-
ond edition, 1992, was approved by the
Director of the Federal Register in ac-
cordance with 5 U.S.C. 552(a) and 1 CFR
part 51.1 If any changes in ‘‘Hemo-
dialysis Systems,” second edition, are
also to be incorporated by reference, a
notice to that effect will be published
in the FEDERAL REGISTER.

(b) Standard: favorable environment for
patients. The facility is maintained and
equipped to provide a functional sani-
tary, and comfortable environment
with an adequate amount of well-light-
ed space for the service provided.

(1) There are written policies and
procedures in effect for preventing and
controlling hepatitis and other infec-
tions. These policies include, but are
not limited to, appropriate procedures
for surveillance and reporting of infec-
tions, housekeeping, handling and dis-
posal of waste and contaminants, and
sterilization and disinfection, includ-
ing the sterilization and maintenance
of equipment where dialysis supplies
are reused, there are written policies
and procedures covering the rinsing,
cleaning, disinfection, preparation and
storage of reused items which conform
to requirements for reuse in §405.2150.

1The publication entitled ‘‘Hemodialysis
Systems,”” second edition, 1992, is available
for inspection at the HCFA Information Re-
source Center, 7500 Security Boulevard, Bal-
timore, MD 21244-1850 and the Office of the
Federal Register, 800 North Capitol Street,
NW., Suite 700, Washington, DC. Copies may
be purchased from the Association for the
Advancement of Medical Instrumentation,
3300 Washington Boulevard, Suite 400, Ar-
lington, VA 22201-4598.
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(2) Treatment areas are designed and
equipped to provide adequate and safe
dialysis therapy, as well as privacy and
comfort for patients. The space for
treating each patient is sufficient to
accomodate medically needed emer-
gency equipment and staff and to en-
sure that such equipment and staff can
reach the patient in an emergency.
There is sufficient space in units for
safe storage of self-dialysis supplies.

(3) There is a nursing/monitoring sta-
tion from which adequate surveillance
of patients receiving dialysis services
can be made.

(4) Heating and ventilation systems
are capable of maintaining adequate
and comfortable temperatures.

(5) Each ESRD facility utilizing a
central-batch delivery system provides,
either on the premises or through af-
filiation agreement or arrangement
(see §405.2160) sufficient individual de-
livery systems for the treatment of any
patient requiring special dialysis solu-
tions.

(c) Standard contamination prevention.
The facility employs appropriate tech-
niques to prevent cross-contamination
between the unit and adjacent hospital
or public areas including, but not lim-
ited to, food service areas, laundry, dis-
posal of solid waste and blood-contami-
nated equipment, and disposal of con-
taminants into sewage systems. Waste
storage and disposal are carried out in
accordance with applicable local laws
and accepted public health procedures.
The written patient care policies (see
§405.2136(f)(1)) specify the functions
that are carried out by facility per-
sonnel and by the self-dialysis patients
with respect to contamination preven-
tion. Where dialysis supplies are re-
used, records are maintained that can
be used to determine whether estab-
lished procedures covering the rinsing,
cleaning, disinfection, preparation and
storage of reused items, conform to re-
quirements for reuse in §405.2150.

(d) Standard: emergency preparedness.
Written policies and procedures specifi-
cally define the handling of emer-
gencies which may threaten the health
or safety of patients. Such emergencies
would exist during a fire or natural dis-
aster or during functional failures in
equipment. Specific emergency pre-
paredness procedures exist for different

42 CFR Ch. IV (10-1-99 Edition)

kinds of emergencies. These are re-
viewed and tested at least annually and
revised as necessary by, or under the
direction of, the chief executive officer.
All personnel are knowledgeable and
trained in their respective roles in
emergency situations.

(1) There is an established written
plan for dealing with fire and other
emergencies which, when necessary, is
developed in cooperation with fire and
other expert personnel.

(2) All personnel are trained, as part
of their employment orientation, in all
aspects of preparedness for any emer-
gency or disaster. The emergency pre-
paredness plan provides for orientation
and regular training and periodic drills
for all personnel in all procedures so
that each person promptly and cor-
rectly carries out a specified role in
case of an emergency.

(3) There is available at all times on
the premises a fully equipped emer-
gency tray, including emergency drugs,
medical supplies, and equipment, and
staff are trained in its use.

(4) The staff is familiar with the use
of all dialysis equipment and proce-
dures to handle medical emergencies.

(5) Patients are trained to handle
medical and nonmedical emergencies.
Patients must be fully informed re-
garding what to do, where to go, and
whom to contact if a medical or non-
medical emergency occurs.

(Secs. 1102, 1871, 1881(b), Social Security Act;
42 U.S.C. 1302, 1395hh, 1395rr(b))

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48952, Oct. 19, 1978; 45 FR 24839, Apr. 10, 1980;
52 FR 36934, Oct. 2, 1987; 60 FR 48043, Sept. 18,
1995]

§405.2150 Condition: Reuse of
hemodialyzers and other dialysis
supplies.

An ESRD facility that reuses
hemodialyzers and other dialysis sup-
plies meets the requirements of this
section. Failure to meet any of para-
graphs (a) through (c) of this section
constitutes grounds for denial of pay-
ment for the dialysis treatment af-
fected and termination from participa-
tion in the Medicare program.

(a) Standard: Hemodialyzers. If the
ESRD facility reuses hemodialyzers, it
conforms to the following:
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